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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 8-1 9 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

3. Claims 8 and 12 are indefinite for "tocopherol" and/or "tocotrienol". It is unclear 
how these compounds function as blood cholesterol lowering agents. It is not clear what 
the applicants regard as the invention. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 8-12, 14, 16, and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kneeland et al. (US 3,01 1 ,893; hereinafter R1 ) in view of Piironen et 
al. (2000, Review: Plant sterols: biosynthesis, biological function and their importance to 
human nutrition; hereinafter R2) and Kubota et al. (US 3,873,729; hereinafter R3) 

6. R1 discloses a process for making a novel filled milk product; a method for 
making from skim milk, vegetable oil and water (Col. 2, lines 57-59). 
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7. R1 teaches mixing skim milk and vegetable oil and homogenizing the mixture to 
create the filled milk. 

8. While R1 teaches using vegetable oils, R1 is silent regarding the phytosterol 
content of vegetable oils as well as cheese making process or product. 

9. R2 reviews the chemistry and biochemistry of phytosterols and clearly states that 
the sterols have the capacity to lower plasma cholesterol and low density lipoprotein 
(LDL) cholesterol. (Abstract). 

1 0. R2 gives a detailed description of the plant sterols (phytosterols) and their natural 
sources. R2 discloses that germ and bran fractions are the best sources of plant sterols. 
The total sterol contents determined for wheat germ, wheat bran and oat bran were 
42.38, 44.92 and 9.43 mg per gram of lipids (page 948, col. 2, second paragraph). 

11. R2 is silent regarding the cheese making process and cheese product containing 
phytosterols. 

12. R3 discloses the preparation of a cheese like fermented food from an oil in water 
type emulsion in an aqueous solution containing milk solids. R3 teaches that after 
pasteurizing the emulsion, a starter is added to the emulsion for fermentation which 
would form curd and whey. After the completion of the fermentation and acid formation 
the liquid emulsion is coagulated by rennet, cutting (whey separation), cooking (whey 
separation), pressing, salting and aging, the cheese like food is obtained. (Col. 2, lines 
50-68). 
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1 3. Assuming that a regular cheese contains about 30% fat, and if this fat is provided 
by wheat germ oil containing about 42 mg sterols per g of lipid (see paragraph 1 1 
above), the cheese like product will have about 1.26% sterol. 

14. R1 and R2 clearly disclose that a filled milk can be made containing vegetable 
oils. R3 teaches that a cheese like product can be obtained using the filled milk. 
Therefore, it would have been obvious to one of ordinary skill in the art, at the time the 
invention was made to prepare a filled milk as taught by R1 using a vegetable oil 
containing high concentration of phytosterols, such as wheat germ oil, as taught by R2, 
and finally prepare a cheese like product as taught by R3. One would do so to prepare a 
product having texture and flavor of regular cheese while being low in cholesterol 
(because of skim milk) meanwhile providing blood cholesterol lowering phytosterols. 
Absent any evidence to contrary and based on the combined teachings of the cited 
references, there would be a reasonable expectation of success in making such a 
cheese product. 

1 5. Claims 13, 15, 17 and 1 9 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over R1 , R2 and R3 as applied above, further in view of Blernoth et al. 
(GB 2,214,776; hereinafter R4). 

16. R1 teaches that the milk, water and vegetable oil are homogenized to obtain the 
final product. R1, R2 and R3 are silent regarding the injection technique of incorporating 
the fat material into the aqueous mixture. 
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1 7. R4 discloses a process for the production of reduced saturated fat cheese using 
non-dairy fats by combining a fatty composition with an aqueous composition so as to 
obtain a filled milk (Abstract). 

18. R4 teaches of mixing the fatty composition and the aqueous phase by stirring at 
relatively high speed, or by combining both compositions and passing through a static 
mixer or a pressure valve, or injecting one composition into the other at a pressure 
difference of at least 60 atmospheres. (Page 5, lines 31-38). 

1 9. Therefore, it would have been obvious to one of ordinary skill in the art to inject 
the oil into the aqueous stream for dispersing the oil in the aqueous phase for effective 
mixing. Absent any evidence to contrary and based on the combined teachings of the 
cited references, there would be a reasonable expectation of success in dispersing the 
oil into the aqueous phase. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HAMID R. BADR whose telephone number is (571)270- 
3455. The examiner can normally be reached on M-T 5:00 to 3:30 (Friday off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Callie Shosho can be reached on (571 ) 272-1 1 23. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Hamid R Badr 
Examiner 
Art Unit 1794 

/Callie E. Shosho/ 

Supervisory Patent Examiner, Art Unit 1794 



